THL'S OPI NI ON WAS NOT__WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the Board.

Paper No. 20

UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte JOSEPH P. D ANGELO and HENRY SCHUR

Appeal No. 95-2379
Appl i cation 07/927, 8371

ON BRI EF

Before STONER, Chief Admi nistrative Patent Judge, and GARRI S and
TH ERSTEI N, Adnini strative Patent Judges.

TH ERSTEI N, Adninistrative Patent Judge.

DECI SI ON ON APPEAL

This is a decision on an appeal 2 under 35 U.S.C. § 134 from

the rejection of clains 1, 4, 5, 7 through 17 and 21 through 27,

! Application for patent filed August 10, 1992. According
to appellants, this application is a continuation-in-part of
Appl i cation 07/865,309, filed April 8, 1992.

2 Notice of Appeal filed August 15, 1994.
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all the clains remaining in the application® under the provisions
of 35 UUS.C. § 112 and 35 U.S.C. § 103.% W reverse.

The clained invention relates to a nultidose transdernmal drug
delivery assenbly. Cdains 1, 7, 21 and 23 are all the independent
clains on appeal. W consider independent clains 1 and 7 to
adequately illustrate the subject natter on appeal. These clains
are reproduced and attached as Appendix A to this opinion.

The references relied upon by the exam ner are:

Allison et al. (Alison) 4, 460, 368 July 17, 1984
Kw at ek et al. (Kw atek) 4,573, 996 Mar. 4, 1986
Gale et al. (Gale) 4,904, 475 Feb. 27, 1990
Hei ber et al. (Heiber) 4,917, 676 Apr. 17, 1990
Nel son et al. (Nelson) 4,917, 688 Apr. 17, 1990
Katz et al. (Katz) 5,028, 435 July 2, 1991
Fi schel - Ghodsi an 5,071, 704 Dec. 10, 1991

The subject matter on appeal is directed to a nmultidose
transdermal drug delivery assenbly conprising a | am nate

conposite. Essentially the assenbly is a transdermal patch that

3 dains 18 through 20 were canceled in Paper No. 4 as
nonel ected clainms in group Il of a restriction requirenent in the
admnistrative record, and clains 2, 3 and 6 were canceled in
Paper No. 6.

“ Final Ofice Action mailed April 13, 1994 and the
Exam ner's Answer nail ed August 6, 1996 (hereinafter “answer”)
repl aci ng the Suppl enental Answer mail ed June 16, 1995 and the
Answer mail ed Novenber 30, 1994. The |ast nentioned Answer was
determ ned to be in nonconpliance with the applicabl e procedure
by the Board of Patent Appeals and Interferences, in an order
mai l ed July 29, 1996, remandi ng the application for consideration
of new grounds of rejection which (at that tine) had not been
formal |y approved by the Supervisory Primary Exam ner.
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is adhered to a clear area of the skin and the drug is
continually absorbed through the skin into the bl oodstream for
systemc distribution. 1In this invention the |am nate conposite
includes nultiple unit-dose reservoirs from which absorption
occurs. A key feature of the assenbly is an encl osi ng neans
related to each reservoir for activating respective unit doses
of the drug active fromeach reservoir to be transdermally
adm ni stered fromthe reservoir through a perneabl e nenbrane on
either a transfer gel layer or a diffusible matrix. This |ayer
or matrix is juxtaposed onto the skin by an adhesive neans
adhering the | am nate conposite thereto. In independent clains
1 and 21, the enclosing neans are individual reseal able strips
di sposed on each reservoir that peel back to activate respective
unit doses of the drug fromeach reservoir. |n independent
claims 7 and 23, the enclosing nmeans are individual sealing
strips disposed between the reservoirs and the perneabl e
menbrane. These strips are renovable fromthe assenbly thereby
activating respective unit doses for release of the drug from
each reservoir. The lam nate conposite of clains 1 and 7 has a
transfer gel |ayer juxtaposed between the perneabl e nenbrane and
the surface of the skin, and the |lam nate conposite of clains 21
and 23 has a diffusible matrix in place of the transfer gel

| ayer.
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Caims 1, 4, 5, 7 through 17 and 21 through 27 stand
rejected under 35 U.S.C. § 112, first paragraph,® as based upon a
specification which is objected to (answer, page 4, second
paragraph, line 3) on the sane statutory basis for failing to
provi de “support for the invention as is now clained.”
Specifically, it is the examner's position (answer, page 3, line
20 through page 4, line 3) that:

There is no support in the originally filed specifi-

cation for the |anguage describing reservoirs “in a

spaced-apart relationship with said transfer ge

layer”. Simlarly, there is not support for the

| anguage descri bing the peeling back of the strips

“while said lamnate [conposite] is disposed on the

patient's skin”. Appellant has been requested to

i ndi cate page and |ine nunber where found in the

original specification.

In response, the appellants take the position that the
support need not be verbatimand rely upon the disclosure as
originally filed conprising the specification wth the abstract,
the clains and the drawi ngs (brief,® page 11, |ast sentence).

We understand the examner's rejection to be based upon the

description requirenent in the first paragraph of 35 U S.C

> The exam ner's objection under 35 U.S.C. § 132 to the
anendnent filed January 31, 1994, that twi ce anends clains 1, 7,
21 and al so anends claim 23, for introducing new matter into the
specification is subsuned by the rejection under 35 U S.C. § 112,
first paragraph. See Manual of Patent Exam ning Procedure ( MPEP)
§ 2163.06 (6th ed., Rev. 2, July 1996).

¢ Filed Cctober 20, 1994.
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8 112. As stated in In re Bowen, 492 F.2d 859, 864, 181 USPQ 48,

52 (CCPA 1974), the description requirenent of 35 U S.C. § 112,
first paragraph “is that the invention clainmed be described in
the specification as filed.” It is not necessary that the

cl ai med subject matter be described identically, but the

di sclosure originally filed nust convey to those skilled in the
art that the applicant had invented the subject matter |ater

claimed. See In re Wlder, 736 F.2d 1516, 222 USPQ 369 (Fed.

Cr. 1984).

In the present instance, we agree with appellants that a
spaced-apart relationship between the transfer gel |ayer and the
reseal able strips is shown in the drawings (brief, page 12, |ines
1-5). W note the examner's concern that nunber 11 is not
visible on the Figure 2. However, we believe that Figures 2 and
4 cited by appellants together with Figure 1, even though Figure
4 shows a different enbodinent fromFi gures 1 and 2 (Figures 1,
2, and 4 are attached as Appendi x B), and the description
(specification, page 20, lines 19-25) that:

The unit dose cells 7 are closed to include the unit

dose of encapsul ated nedi canent 8 and gel matrix 18 by

the overlaid tear strip 5 and the underlying perneabl e

menbrane 13. |f necessary, the perneable nenbrane 13

may be utilized to control the rate of passage of

encapsul ated nedi canent 8 fromthe unit cell 7 into the

diffusible matrix or transfer gel 11 after activation
of the unit dose.
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| eave no doubt that the unnunbered space between 12 and 13 in
Figure 2 is the transfer gel 11. CQur opinion is reinforced by
the disclosure in the specification, page 21, lines 10-15, that
“[al]s the tear strip 5 is pulled back, the frangi bl e nedi canent
capsul es are ruptured, thereby rel easing the nedi canent 8, which
di ffuses through the perneabl e nenbrane 13, into the transfer gel
11 and through a patch/skin interface nenbrane 12 and i s ready
for absorption into the skin.” It is clear that the unit dose
cells 7 and perneabl e nenbrane 13 are between the tear strip 5
and the transfer gel in Figure 2. Even the exam ner appears to
recogni ze this at least in part in the statenent that, “[wjhat is
depicted is an underlying perneabl e nenbrane” (answer, page 5,
l[ines 11-12). In this case, it is our view that “spaced” in
“spaced apart relationship,” can be broadly read as “not
contiguous wth another.” Thus, we find the disclosure provides
support for the claim1l | anguage “in a spaced-apart relationship
with said transfer gel layer.”

Wth regard to the phrase “while said | am nate conposite is
di sposed on the patient's skin” in each of the independent clains
1, 7, 21 and 23, it is the position of the exam ner that the
specification does not clearly describe placing the patch on the
skin and then peeling back or renoving the strips (answer,

sentence bridging pages 5 and 6). Initially, it should be noted
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that lack of literal support, in and of itself, is not sufficient
to establish |ack of adequate descriptive support. The question,
therefore, is whether description of the properties and function
described in appellants' specification would suggest to a person
of ordinary skill in the art that the invention includes the use
added here w thout introducing prohibited new matter. In re
Snyt he, 480 F.2d 1376, 1384, 178 USPQ 279, 285 (CCPA 1973).

Appel l ants (brief, page 13, lines 6-10 and 19) particularly
point to the specification as foll ows:
Page 10, first full paragraph, which reads:

In other words, the drug delivery assenbly of this

i nvention conprises a |l am nate conposite having therein

a series of at |least two conpartnents, each conpart nent

being a reservoir for a unit-dose of the drug-actives

to be transdernally adm ni stered, adhesive neans for

adhering the support with the open face of the
reservoir containing the drug actives being juxtaposed

to the skin. | ndi vi dual reseal abl e cl osure neans are
provi ded containing the drug actives within the
reservoir.

Page 16, | ast paragraph, which reads:

In animal tests patches containing insulin

m croencapsul ated as above, have been applied to the
shaved skin of a series of insulin-deficient aninmals
and the m crocapsul es have been disrupted to free the
insulin into contact wwth the shaved skin. Wthin 30
m nutes, all animls exhibited neasurable insulin
levels in the blood. By adjustnent of insulin
concentrations in the m crocapsul es, therapeutic bl ood
| evel s could be realized.

Page 21, first paragraph, which reads:

-7-
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Page

Each unit dose is activated by a two-step process.

Step #1 is the renoval of a security strip segnent 2 by
pul l'ing back on a tab 14, which thereby exposes a tear-
and-rel ease tab 3. The purpose of the security strip 2
is to prevent any accidental release of the nedi canent.
In step #2, each unit dose is individually activated by
pulling up the tear and rel ease tab 3 |ocated on the
end of each tear strip 5. Wen the tear strip 5is
pul l ed back to its attachnent area 6, activation
indicator 4 is released to provide the patient with a
confirmation of the full activation of nedi canent 8.

As the tear strip 5 is pulled back, the frangible

medi canment capsul es are ruptured, thereby releasing the
medi canment 8, which diffuses through the perneable
menbrane 13, into the transfer gel 11 and through a
patch/skin interface nenbrane 12 and is ready for
absorption into the skin. The skin patch interface
menbrane 12 may be conpletely pervious to the contents
of the cell. The transfer gel 11 nay or may not
contain a steady state nedicanent in appropriate dosage
as required by the individual patient.

22, first full paragraph, which reads:

The entire assenbly is fastened to the skin by an
adhesi ve border 10 which is adhesive coated to ensure
positioning on the skin. The adhesive border 10 is
preferably fornulated to allow for repositioning of the
assenbl y.
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Page 23, lines 1 through 8, which reads:

In step #2 each unit dose is individually activated by
pulling on pull pouch tab 15 until pull pouch strip 16
is renmoved fromthe assenbly 20. Renoval of the

i npervious pull pouch strip 16 allows the pull pouch
medi canent 22 to diffuse through the perneabl e menbrane
13, into the transfer gel 11 and thru [sic] the
patch/skin interface nenbrane 12 and is ready for
absorption into the skin.

Page 24, first full paragraph, which reads:

The basal attachment nenbrane 25 extends past the
patch/skin interface nenbrane 12 providing a surface to
attach the assenbly 20 to the skin via the border
adhesive to ensure positioning on the skin. The
adhesive is preferably fornulated to allow for
repositioning of the assenbly.

The abstract at page 31 which reads:

A multidose transdermal drug delivery system conprises
a lam nate conposite with a plurality of conpartnents.
Each conpartnent is a reservoir for a unit dose of a
drug active to be transdermally adm ni stered. The
assenbly is adhesively secured to the skin of a
patient. Individual seals are provided for reseal ably
encl osing the drug active in each of the reservoirs.
The individual enclosing seals are renovable to rel ease
the unit dose into contact with the skin of the patient
and are actuable to control the transdermal absorption
of the drug actives.

Finally, page 4, last two |lines, which read:

It is an object of this invention to provide a nultiple
uni t-dose transdermal patch assenbly.

We find these passages neither unclear nor contradictory in
their disclosure of strips that can be peel ed back or renoved

for activating respective unit doses in the manner expressed by

-0-



Appeal No. 95-2379
Application 07/927, 837

t he | anguage “while said | am nate conposite is disposed on the
patient's skin.” According to the exam ner (answer, page 6,
lines 1-4):

| ndeed, commobn sense says that the strip is renoved

before placing the lam nate on the skin. Oherw se,

if the lamnate is adhered to the skin, howis the

strip renoved? There is no doubt that the nenbrane is

meant to be placed on the skin.

We do not know what is in the mnd of the exam ner, since first
pl acing the | am nate on the skin does not prevent subsequent
removal of the strip. |In the same way, first placing the
menbrane on the skin does not then prevent renoval of the strip.
Thus, the exam ner’s conclusion that combn sense says the strip
is renmoved before placing the am nate on the skin is not
supported by the examner’'s stated facts.

Thus, in light of the appellants' disclosures and argunents
that even though the specification as originally filed does not
provi de verbati m support for the | anguage “in a spaced-apart
relationship with said transfer gel layer” and “while said
| am nate conposite is disposed on the patient's skin,” we agree
with appellants that the witten description requirenent of

35 U S.C 8§ 112, first paragraph, is nmet for the | anguage in

i ssue here.
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Clains 1, 4, 5, 7,78, 9, 15, 16 and 21 through 26 are
rejected under 35 U.S.C. 8§ 103 as unpatentable over Gale in view
of Heiber and further in view of Nelson.

The exam ner relies on Gale for the disclosure of a
transdermal drug delivery systemthat is a single agqueous drug
reservoir conprising a porous support nmenber, a transfer gel
| ayer on the support nenber and a perneabl e nenbrane on the gel
| ayer with a porous adhesive that constitutes a diffusible
matri x, and al so maintains the systemin contact with the skin.

Hei ber is relied on by the exam ner for teaching a transdernal

" Al'though claim7 was included by the exam ner in the final
rejection, Paper No. 9, claim7 was not nentioned as bei ng anong
the clains rejected in the statenent contained in the examner's
answer. This appears to be an inadvertent error. W treat claim
7 as being included in this rejection.
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drug delivery system conprising nultiple reservoirs having
burstabl e seal s or nenbranes between reservoirs, enclosing
means, neans for controlling transdermal absorption, small
peri phery reservoirs and visual indicator neans. The exam ner
states (answer, page 7, |ast paragraph) that:

Nel son teaches a transdermal delivery bandage

conprising control nmeans for controlling the surface

contact area between the active agent and the dernal

surface. The control neans are selectively renovabl e

cover segnments which are renoved manual ly (colum 2,

lines 47-62 and figure 3 and Applicants figure 1).

We have carefully considered the examner's position
(answer, page 8, lines 2-8) that:

The notivation for conbining the renovabl e cover neans

of Nelson with the transdermal device of Gale in view

of Heiber is provided by Nel son, who discloses that

“this feature enabl es the bandage...to provide a

varyi ng nunber of doses of particular drug...wthout

the necessity for manufacturing an array of bandages

having different doses and the concom tant storage and

di spensing costs [sic,”] (colum 2, lines 25-30).
However, such a conbi nati on does not produce the appellants’
clai med subject matter. As appellants argue (brief, page 16 and
page 17, lines 1-3 and lines 13-17) Nel son di scl oses renobvabl e
strips that are disposed on the surface of the patch that is to
contact the skin. This is different fromthe clainmed strips
that are “di sposed on said reservoirs” (claiml, line 19) or
that are di sposed “between said reservoirs and said perneabl e
menbrane” (claim?7, lines 20-21). Cearly, the clainmed strips

-12-
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are not on the surface of the patch that is to contact the skin.
Al t hough this argunent is not specifically addressed, the

exam ner, neverthel ess, concludes that “[h]owever, even

regardl ess of the orientation of the strips, it is clear that
both Nel son and Appellant[s] utilize the strips for the sane
pur pose” (answer, page 12, lines 10-11).

Appel l ants further contend that Nelson’s strips would have
provi ded sel ected dosages if those strips are renoved prior to
the application of the patch to the skin and therefore “the nore
functional |anguage at the end of clainms 6 [sic, claim1] 7, 21
and 23 very clearly distinguishes over any conbination of the
art of record and it describes the user activation function
subsequent to the application of the patch”® (brief, page 17,
lines 9-12). The exam ner responds that “[t]his argunment is not
persuasive as it is this very theory which has been rejected
under New Matter” (answer, first full sentence page 13).

The exam ner has not asserted that it woul d have been
obvious to so conbi ne the above di scussed references as to
obtain the clainmed subject matter and in particular the clained

features which activate respective unit doses “while said

8 Apparently appellants are referring here to the | anguage
“wWhile said |lam nate conposite is disposed on the patient's
skin.”
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| am nate conposite is disposed on the patient’s skin.” |nstead,
t he exam ner appears to be of the view she is at liberty to
ignore the claimfeatures which she regards as “new matter.”
This is incorrect. It is well settled that all words in a claim
must be considered in judging the patentability of that claim

against the prior art. 1n re Wlson, 424 F.2d 1382, 165 USPQ

494 (CCPA 1970). Because nothing in the prior art upon which
t he exam ner has relied would have nade obvi ous the clai ned
construction, the rejection of clains 1, 4, 5, 7, 8, 9, 15, 16
and 21 through 26 under 35 U.S.C. 8 103 nust be reversed.

Addi tionally, we have reviewed the subject matter of

Al lison, Kw atek, Katz and Fi schel - Ghodsi an applied by the
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examner in the rejection of dependent clains 10, 11 through 14,
17 and 27 but find nothing therein which makes up for the
deficiencies of Gale, Heiber and Nel son. Accordingly, we cannot
sustain the 8 103 rejections of clains 10, 11 through 14, 17 and
27.

The decision of the examner is reversed.

REVERSED

JOAN THI ERSTEI N
Adm ni strative Patent Judge

BRUCE H STONER, JR., Chief )
Adm ni strative Patent Judge )
)
)
BRADLEY R. GARRI S ) BOARD OF PATENT
Adm ni strative Patent Judge ) APPEALS AND
) | NTERFERENCES
)
)
)
)
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Lerner & Greenberg
1200 S. Federal Hwy.
Hol | ywood, FL 33020
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APPENDI X A

1. A nultidose transdernmal drug delivery assenbly, conprising a
| am nat e conposite of

- a transfer gel |ayer;

- a perneabl e nenbrane di sposed on said transfer gel

| ayer;

- overlaid inpervious drug enclosure neans for receiving
and protectively enclosing a drug active to be
transdernmal | y adm ni st ered;

- said drug enclosure neans and sai d perneabl e nenbrane
defining a plurality of conpartnents therebetween
defining reservoirs for respective unit doses of the
drug acti ve;

- individual activation neans for releasing unit doses of
the drug active fromrespective ones of said
conpartments for contacting with a patient’s skin; and

- neans for enclosing the drug active in each of said
reservoirs, said enclosing nmeans being i ndivi dual

reseal abl e strips disposed on said reservoirs in a

APPENDI X A (Cont’d.)
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spaced-apart relationship with said transfer gel |ayer for
activating respective unit doses by peeling back respective ones
of said strips while said |am nate conposite is disposed on the
patient’s skin.

7. A multidose transdermal drug delivery assenbly, conprising a
| am nat e conposite of

- a transfer gel |ayer;

- a perneabl e nenbrane di sposed on said transfer gel
| ayer;

- overlaid inpervious drug enclosure neans for receiving
and protectively enclosing a drug active to be
transdermal | y adm ni st ered;

- said drug enclosure neans and sai d perneabl e nenbrane
defining a plurality of conpartnents therebetween
defining reservoirs for respective unit doses of the

drug acti ve;

APPENDI X A (Cont’d.)
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- individual activation neans for releasing unit doses of
the drug active fromrespective ones of said
conpartments for contacting with a patient’s skin; and

- nmeans for enclosing the drug active in each of said
reservoirs,

sai d encl osi ng neans being individual sealing strips disposed
bet ween said reservoirs and said perneabl e nenbrane, said
strips being renovable fromsaid assenbly through a resealing
strip for activating respective unit doses while said

| am nate conposite is disposed on the patient’s skin.



